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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 12-3-2007 has been entered. 

The amendment and response filed on 6-30-2008 arc acknowledged. Claims 6, 8, 11, 16, 
29 and 32 have been amended. .Claims 7, 15 and 20-26 have been canceled. Claims 34-37 have 
been added. Claims 1-6, 8-14, 16-19 and 27-34 are pending. Claims 1-6, 8-10, 14, and 27-33 
remain withdrawn from consideration. Claims 11-13, 16-19 and 34-37 are currently under 
examination. 

Declaration 

The Declaration by Michel Riviere filed on 3-7-2008 has been fully considered. 

Election/Restrictions 
The petition decision mailed on 3-7-2008 is noted. If the full breadth of claim 1 1 
becomes allowable, the Examiner will consider rejoinder of claims in keeping with MPEP 
821.04(a). 
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Claim Objections Withdrawn 

The objection to claims 11-12 and 15-17 are objected to as they are drawn in part to non- 
elected inventions is withdrawn in light of the aforementioned petition decision. 

Claim Rejections Withdrawn 

The rejection of claims 11-13 and 15-19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Evan (WO 93/20200 - IDS filed on 12-18-03) and Givol et al. (Cell Growth & 
Differentiation, 1994, Vol. 5, pages 419-429) is withdrawn in light of the declaration by Michel 
Riviere. 

Claim Rejections Maintained 

The provisional rejection of claims 12 and 14 on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claimll, 15-17 and 19 of copending 
Application No. 1 1/03 1,417 is maintained for reasons of record. Applicants have declined to act 
on this rejection until it is determined whether the claims in the copending application are 
allowable. 

As outlined previously, although the conflicting claims are not identical, they are not 
patentably distinct from each other because both claim sets are drawn to an avian cell line which 
are immortalized, but untransformed, comprising in their genome the SV40 T+t gene. Said cell 
lines can be obtained from avian tissue. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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New Grounds of Rejection 
Claim Rejections - 35 USC § 112, Deposit Requirement 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 



Claims 35 and 37 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

It is apparent that cell lines TDF-2A bcl-2, TCF-4.10 and TCF-4.10 bcl-2 are required in 
order to practice the claimed invention. The deposit of biological organisms is considered by the 
Examiner to be necessary for enablement of the current invention {see 37 CFR 1.808(a)}. The 
Examiner acknowledges the deposit of organisms under Pasteur Institute National Collection of 
Microorganism Cultures (CNCM) accession numbers I- 1709, 1- 1710 and I- 1711, respectively, 
in partial compliance with this requirement. However, the deposits are not in full compliance 
with 37 CFR 1.803-1.809. 

If the deposit is made under terms of the Budapest Treaty, then an affidavit or declaration 
by Applicants or person(s) associated with the patent owner (assignee) who is in a position to 
make such assurances, or a statement by an attorney of record over his or her signature, stating 
that the deposit has been made under the terms of the Budapest Treaty and that all restrictions 
imposed by the depositor on the availability to the public of the deposited material will be 
irrevocably removed upon the granting of a patent, would satisfy the deposit requirements. See 
37 CFR 1.808. 

If a deposit is not made under the terms of the Budapest Treaty, then an affidavit, or 
declaration by Applicants or person(s) associated with the patent owner (assignee) who is in a 



Application/Control Number: 10/657,126 
Art Unit: 1645 



Page 5 



position to make such assurances, or a statement by an attorney of record over his or her 
signature, stating that the following criteria have been met: 

1) during the pendency of the application, access to the deposit will be afforded to one 
determined by the Commissioner to be entitled thereto; 

2) all restrictions imposed by the depositor on the availability to the public of the 
deposited material will be irrevocably removed upon the granting of a patent; and 

3) the deposits will be maintained for a term of at least thirty (30) years from the date of 
the deposit or for the enforceable life of the patent or for a period of at least five (5) years after 
the most recent request for the furnishing of a sample of the deposited material, whichever is 
longest; and 

4) a viability statement in accordance with the provisions of 37 CFR 1.807; and 

5) the deposit will be replaced should it become necessary due to inviability, 

contamination or loss of capability to function in the manner described in the specification. 

In addition, the identifying information set forth in 37 CRF 1 .809(d) may need to be 
added to the specification. See 37 CFR 1.803 - 1.809 for additional explanation of these 
requirements. 



Written Description 

Claims 11-13, 16-19 and 34-37 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 



The specification discloses the immortalized but untransformed avian cell lines TDF-2A and 
TCF-4. 10. The specification further discloses the cell lines TDF-2A bcl-2 and TCF-4. 10 bcl-2 which are 
derived from the parent cell lines TDF-2A and TCFA10, respectively. These cell lines meet the written 
description provision of 35 USC 1 12, first paragraph. However, the aforementioned claims are directed to 
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encompass any untransformed, immortalized avian cell comprising a nucleic acid encoding SV40T+t and 
an antiapoptotic protein. None of these cell lines meet the written description provision of 35 USC 1 12, 
first paragraph. The specification provides insufficient written description to support the genus 
encompassed by the claim. 

Vas-Cath Inc. v. Mahurkar, 1 9 USPQ2d 1111, makes clear that "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in possession of 
the invention. The invention is, for purposes of the 'written description' inquiry, whatever is now 
claimed. " (See page 1117.) The specification does not "clearly allow persons of ordinary skill in the art 
to recognize that [he or she] invented what is claimed." (See Vas-Cath at page 1116.) 

With the exception of the cell lines TDF-2A, TDF-2A bcl-2, TCF-4. 10 and TCF-4. 1 0 bcl-2, the 
skilled artisan cannot envision the detailed chemical structure of the encompassed polynucleotides and/or 
proteins, regardless of the complexity or simplicity of the method of isolation. Moreover, as forth in the 
declaration by Michel Riviere, not only are avian cells very difficult to immortalize, the use of SV40T+t 
leads to the transformation in cells (see page 3 of declaration). Consequently, aside from the 
aforementioned cell lines there exists no correlation between the structure (i.e. genome) and the claimed 
function (an immortalized and untransformed phenotype) as required for proper written description. 
Moreover, adequate written description requires more than a mere statement that it is part of the 
invention and reference to a potential method for isolating it. The nucleic acid itself is required. See Fiers 
v. Revel 25 USPQ2d 1601, 1606 (CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. Ltd., 18 
USPQ2d 1016. In Fiddes v. Baird, 30 USPQ2d 1481, 1483, claims directed to mammalian FGFs were 
found unpatentable due to lack of written description for the broad class. The specification provided only 
the bovine sequence. 



Finally, University of California v. Eli Lilly and Co.. 43 USPQ2d 1398, 1404. 1405 held that: 
...To fulfill the written description requirement, a patent specification must describe an invention 
and does so in sufficient detail that one skilled in the art can clearly conclude that "the inventor 
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invented the claimed invention." Lockwood v. American Airlines Inc. , 107 F.3d 1565, 1572, 41 
USPQ2d 1961, 1966 (1997); In re Gosteli, 872 F.2d 1008, 1012, 10USPQ2d 1614, 1618 
(Fed Cir. 1989) (" [T]he description must clearly allow persons of ordinary skill in the art to 
recognize that [the inventor] invented what is claimed."). Thus, an applicant complies with the 
written description requirement "by describing the invention, with all its claimed limitations, not 
that which makes it obvious," and by using "such descriptive means as words, structures, figures, 
diagrams, formulas, etc., that set forth the claimed invention" Lockwood, 107 F.3d at 1572, 41 
USPQ2datl966. 

An adequate written description of a DNA such as the cDNA of the recombinant plasmids and 
microorganisms of the '525 patent, "requires a precise definition, such as by structure, formula, 
chemical name, or physical properties," not a mere wish or plan for obtaining the claimed 
chemical invention. Fiers v. Revel, 984 F.2d 1 164, 1 171, 25 USPQ2d 1601, 1606 (Fed Cir. 
1993). Accordingly, "an adequate written description of a DNA requires more than a mere 
statement that it is part of the invention and reference to a potential method for isolating it; what is 
required is a description of the DNA itself." Id. at 1 1 70, 25 USPQ2d at 1606. 

The name cDNA is not itself a written description of that DNA; it conveys no distinguishing 
information concerning its identity. While the example provides a process for obtaining human 
insulin-encoding cDNA, there is no further information in the patent pertaining to that cDNA's 
relevant structural or physical characteristics; in other words, it thus does not describe human 
insulin cDNA. Describing a method of preparing a cDNA or even describing the protein that the 
cDNA encodes, as the example does, does not necessarily describe the cDNA itself. No sequence 
information indicating which nucleotides constitute human cDNA appears in the patent, as 
appears for rat cDNA in Example 5 of the patent Accordingly, the specification does not provide 
a written description of the invention of claim 5. 

Therefore, only the cell lines TDF-2A, TCF-4. 10, TDF-2A bcl-2, and TCF-4. 10 bcl-2, but not the 
full breadth of the claims meets the written description provision of 35 USC 1 12, first paragraph. The 
species specifically disclosed are not representative of the genus because the genus is highly variant. 
Applicant is reminded that Vas-Cath makes clear that the written description provision of 35 USC 1 12 is 
severable from its enablement provision. (See page 1115.) 



Enablement 

Claims 11-13, 16-19, 34 and 36 are rejected under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for the immortalized and untransformed avian 
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cell lines TDF-2A bcl-2, and TCF-4.10 bcl-2 and the TDF-2A, TCF-4. 10 cells that have been 
transfected with antiapoptotic genes, does not reasonably provide enablement for any other 
immortalized and untransformed avian cells comprising in its genome a nucleic acid encoding 
SV40T+t and a nucleic acid encoding an antiapoptotic protein (which is expressed by said cell) . 
The specification does not enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make the invention commensurate in scope with these claims. 

Enablement is considered in view of the Wands factors (MPEP 2164.01(A)). These 
include: nature of the invention, breadth of the claims, guidance of the specification, the 
existence of working examples, state of the art, predictability of the art and the amount of 
experimentation necessary. 

In re Fisher, All F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970) states, "The amount of 
guidance or direction needed to enable the invention is inversely related to the amount of 
knowledge in the state of the art as well as the predictability in the art." "The "amount of 
guidance or direction" refers to that information in the application, as originally filed, that 
teaches exactly how to make or use the invention. The more that is known in the prior art about 
the nature of the invention, how to make, and how to use the invention, and the more predictable 
the art is, the less information needs to be explicitly stated in the specification. In contrast, if 
little is known in the prior art about the nature of the invention and the art is unpredictable, the 
specification would need more detail as to how to make and use the invention in order to be 
enabling" (MPEP 2164.03). The MPEP further states that physiological activity can be 
considered inherently unpredictable. Thus, Applicant assumes a certain burden in establishing 
that inventions involving physiological activity are enabled. 
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The instant claims are drawn immortalized and untransformed avian cells comprising in 
its genome a nucleic acid encoding SV40T+t and a nucleic acid encoding an antiapoptotic 
protein (which is expressed by said cell). However, as disclosed in the declaration by Michel 
Riviere, not only are avian cells very difficult to immortalize, the use of S V40T+t leads to the 
transformation in cells (see page 3 of declaration). Consequently, the skilled artisan would not be able to 
produce an avian cell with the claimed genotypic and phenotypic characteristics without undue 
experimentation. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 35 and 37 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 35 is rendered vague and indefinite by the use of the phrase "derived from the cell 
line TDF-2A bcl-2". It is unclear what is meant by said term as said cell line contains all the 
features of the claimed cells. It is unclear what constitutes a "derivation" or what features are 
meant to be encompassed by said derivation. Consequently, it is impossible to determine the 
metes and bounds of the claimed invention. 

Claim 37 is rendered vague and indefinite by the use of the phrase "derived from the cell 
line TDF-4.10 bcl-2". It is unclear what is meant by said term as said cell line contains all the 
features of the claimed cells. It is unclear what constitutes a "derivation" or what features are 
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meant to be encompassed by said derivation. Consequently, it is impossible to determine the 
metes and bounds of the claimed invention. 



Conclusion 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROBERT A. ZEMAN whose telephone number is (571)272- 
0866. The examiner can normally be reached on Monday- Thursday, 7am -5:30 p.m. . 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on (571) 272-0956. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://patr-dtrect.uspto.gov . 

Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 



/Robert A. Zeman/ 

Primary Examiner, Art Unit 1645 

September 29, 2008 



